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DETAILED ACTION 
Claim Rejections - 35 USC § 112 
The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 11 and 12 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claims 11 and 12 recite the limitation "partially hydrolyzed polyvinyl alcohol". There is 
insufficient antecedent basis for this limitation in the claim. For the purpose of this Office 
Action, "partially hydrolyzed polyvinyl alcohol" will be treated as "polyvinyl alcohol". 

Claim 12 recites the limitations "methyl methacrylate" and "acrylic acid". There is 
insufficient antecedent basis for this limitation in the claim. For the purpose of this Office 
Action, "methyl methacrylate" and "acrylic acid" will be treated as polymerizable vinyl 
monomers. 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(a) the uiveiition was kiiown or used by others in this couiitiy, or patented or described in a printed publication in this 
or a foreign country, before the invention tliereof by the applicant for a patent. 

Claims 1-15 are rejected under 35 U.S.C. 102(a) as being anticipated by Hoshi et al. (US 
2003/0166763). 
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Regarding claims 1-3, 5, 6, and 12, Hoshi et al. discloses a resin composition, 
characterized in that said composition is obtained by copolymerizing a polyvinyl alcohol having 
an average polymerization degree of 2000 or less (Synthesis Examples 1-4), wherein specific 
average polymerization degrees of "500" is disclosed in Synthesis Examples 1-4 (as compared to 
1300 or less, or 900 or less, or 200-600 as required by said claim), and two polymerizable vinyl 
monomers (i.e. methacrylic acid and methyl methacrylate or acrylic acid and methyl 
methacrylate) in a weight ratio of each is disclosed in Table 4, wherein the quantities of each fall 
squarely in the specified ranges. 

Regarding claim 4, Hoshi et al. discloses a resin composition wherein a polyvinyl 
alcohol is a partially hydrolyzed polyvinyl alcohol ([0025], Examples 1-4). 

Regarding claims 7-9, Hoshi et al. discloses a composition wherein an unsaturated 
carboxylic acid is acrylic acid, methacrylic acid, fumaric acid, maleic acid, or itaconic acid, or 
salts thereof ([0029], [0030]), and an unsaturated carboxylic acid ester is methyl methacrylate, 
methyl acrylate, ethyl methacrylate, ethyl acrylate, butyl methacrylate, butyl acrylate, isobutyl 
methacrylate isobutyl acrylate, cyclohexyl methacrylate, cyclohexyl acrylate, 2-ethylhexyl 
methacrylate, 2-ethylhexyl acrylate, hydroxyethyl methacrylate, hydroxyethyl acrylate, an ester 
of polyethylene glycol and methacrylic acid, an ester of polyethylene glycol and acrylic acid, or 
an ester of polypropylene glycol and acrylic acid [0031]. 

Regarding claims 10 and 11, Hoshi et al. discloses a composition wherein the weight 
ratio of acrylic acid and methyl methacrylate in the copolymerization is 0.25 (5/20), 0.43 
(7.5/17.5) (See Examples E-2001 to E-2006 of Table 2 and Examples E-4001 to E-4006 of 
Table 4). 
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Regarding claim 13-15, Hoshi et al. discloses a coating agent comprising a resin 
composition for medicines, animal drugs or foods ([0045]-[0048]). 

Claim 16 is rejected under 35 U.S.C. 102(a) as being anticipated by Hoshi et al. (US 
2003/0166763) as applied to claim 1 above and in further in view of evidence of Saliba et al. (US 
2003/0059649). 

Regarding claim 16, Hoshi et al. discloses a binder comprising a resin composition 
wherein a polyvinyl alcohol copolymers are binders in coating compositions as evidenced by 
Saliba et al. [0043]. 

Claims 1-14 are rejected under 35 U.S.C. 102(b) as being anticipated by Saiden 
Chemical Industry Co., Ltd. (JP 2002-105383, see machine translation for citation). 

Regarding claims 1-3 and 12, JP '383 discloses a resin composition, characterized in 
that said composition is obtained by copolymerizing a polyvinyl alcohol having an average 
polymerization degree of 500-2000 [0016] (as compared to 1300 or less, 900 or less, or 200-600 
as required by said claim) and at least one or more polymerizable vinyl monomer(s) in a weight 
ratio of approximately 2:5 to 2:1 [0018] (as compared to 6:4 to 9:1 as required by said claim). 

Regarding claim 4, JP '383 discloses a composition wherein a polyvinyl alcohol is a 
partially hydrolyzed polyvinyl alcohol (The degree of saponification is 93-99.9 moIe%.) [0016]. 

Regarding claim 5, JP'383 discloses a composition wherein a polymerizable vinyl 
monomer is an unsaturated carboxylic acid (i.e. acrylic acid) (Example 4), an unsaturated 
carboxylic acid ester [001 1], an imsaturated amide [0013], or an aromatic vinyl [0012]. 
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Regarding claims 6-9, JP '383 discloses a composition wherein a composition is 
obtained by copolymerizing an unsaturated carboxylic acid (i.e. acrylic acid, methacrylic acid, 
crotonic acid, maleic acid, itaconic acid) [0013] and an unsaturated carboxylic acid ester (i.e. 
methyl methacrylate, ethyl methacrylate, butyl methacrylate, cyclohexyl methacrylate) ([001 1]. 

Regarding claim 10, JP '383 discloses a composition wherein the weight ratio of acrylic 
acid and methyl methacrylate in the copolymerization is 0.5:9.5 ([0028]) (as compared to 3:7 to 
0.5:9.5 as required by said claim). 

Regarding claims 11, JP '383 discloses a composition characterized in that a 
composition is obtained by copolymerizing a polyvinyl alcohol having an average 
polymerization degree of 500-2000 [0016] (as compared to 300 to 500 as required by said 
claim). 

Regarding claim 13, JP '383 discloses a coating agent comprising a resin composition 

[0001]. 

Regarding claim 14, JP '383 discloses a coating agent for drugs or food [0002]. 

Claim 16 is rejected under 35 U.S.C. 102(b) as being anticipated by Saiden Chemical 
Industry Co., Ltd. (JP 2002-105383, see machine translation for citation) and in further view of 
evidence of Saliba et al. (US 2003/0059649). 

Regarding claim 16, JP '383 discloses a binder comprising a resin composition wherein 
a polyvinyl alcohol copolymers are binders in coating compositions as evidenced by Saliba et al. 
[0043]. 
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Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S. C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the im ention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the stibject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1 .56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

Claim 15 is rejected under 35 U.S.C. 103(a) as being unpatentable over Saiden Chemical 
Industry Co., Ltd. (JP 2002-105383, see machine translation for citation) as applied to claim 1 
above in view of Keith et al. (US 4,432,965). 

Regarding claim 15, JP '383 discloses a composition as shown above in claim 1. 

However, JP '383 does not disclose a medicine, an animal drug, an agricultural chemical, 
a fertilizer or a food which is coated with a coating agent. Keith et al. teaches drugs coated with 
polyvinyl alcohol compositions (CI 1-21). JP '383 and Keith et al. are analogous art concerned 
with the same field of endeavor, namely polyvinyl alcohol compositions for coating drugs. It 
would have been obvious to one of ordinary skill in the art at the time of invention to coat drugs 
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of Keith et al. with a composition of JP '383, and the motivation to do so would have been as 
Jordan et al. suggests adjust the rate of release of the drug (C1/L36-53). 

Claims 17 and 18 are rejected under 35 U.S.C. 103(a) as being unpatentable over Saiden 
Chemical Industry Co., Ltd. (JP 2002-105383, see machine translation for citation). 

Regarding claims 17 and 18, JP '383 discloses a resin composition, characterized in that 
said composition is obtained by copolymerizing a polyvinyl alcohol having an average 
polymerization degree of 500-1,000 [0016] with a specific polymerization degree of 500 [0025] 
(as compared to 900 or less as required by said claim), and at least one or more polymerizable 
vinyl monomers such as an unsaturated carboxylic acid (i.e. acrylic acid, methacrylic acid, 
crotonic acid, maleic acid, itaconic acid) [0013] and an unsaturated carboxylic acid ester (i.e. 
methyl methacrylate, ethyl methacrylate, butyl methacrylate, cyclohexyl methacrylate) ([001 1] in 
a weight ratio of approximately 2:5 to 2:1 [0018] (as compared to 6:4 to 9:1 as required by said 
claim), and a copolymer of a polyvinyl alcohol having an average poljonerization degree of 
1,000-2,000 [0016] with a specific average polymerization degree of 1700 [0025] (as compared 
to 1500 or 1700 as required by said claim) with comonomers, such as methacrylate esters, 
aromatic vinyl system, monomer which has functional groups (i.e. methacryhc acid, crotonic 
acid, itaconic acid) ([0011]-[0013]). 

Regarding the method limitations, the examiner notes that even though a product-by- 
process is defined by the process steps by which the product is made, determination of 
patentability is based on the product itself In re Thorpe, 111 F.2d 695, 227 USPQ 964 (Fed. Cir. 
1985). As the court stated in Thorpe, 111 F.2d at 697, 227 USPQ at 966 (The patentability of a 
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product does not depend on its method of production. In re Pilkington, 41 1 F. 2d 1345, 1348, 
162 USPQ 145, 147 (CCPA 1969). If the product in a product-by-process claim is the same as 
or obvious from a product of the prior art, the claim is unpatentable even though the prior 
product was made by a different process). See MPEP § 21 13. 

Claims 19 and 20 are rejected under 35 U.S.C. 103(a) as being unpatentable over Saiden 
Chemical Industry Co., Ltd. (JP 2002-105383, see machine translation for citation) as applied to 
claims 17 and 18 above, and fiirther in view of Keith et al. (US 4,432,965). 

Regarding claims 19 and 20, JP '383 discloses a resin composition as shown above in 
claims 17 and 18. JP '383 discloses a packing material for drugs [0002]. 

However, JP '383 does not disclose a coating agent for tablets or granules. Keith et al. 
teaches a tablet coated with a polyvinyl alcohol composition (Abstract, Cl/Ll 1-21). JP '383 and 
Keith et al. are analogous art concerned with the same field of endeavor, namely polyvinyl 
alcohol compositions for coating drugs. It would have been obvious to one of ordinary skill in 
the art at the time of invention to coat drugs of Keith et al. with a composition of JP '383, and the 
motivation to do so would have been as Jordan et al. suggests adjust the rate of release of the 
drug (C1/L36-53). 

Correspondence 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to NICOLE M. BUIE whose telephone number is (571)270-3879. 
The examiner can normally be reached on Monday-Thiirsday with alternate Fridays off. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Mark Eashoo can be reached on (571)272-1 197. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an apphcation may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/N. M. B./ 

Examiner, Art Unit 1796 
10/9/2008 



/Marc S. Zimmer/ 
Primary Examiner, Art Unit 1796 



